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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 30 November 2007 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) |EI Claim(s) 13. 14. 16-21,31,32 and 43-50 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 13. 14. 16-21. 31. 32. and 43-50 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
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Attach ment(s) 

1) D Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 



PTOL-T26 d (Rev e 08-06r 



Office Action Summary 



Part of Paper No./Mail Date 20080216 



Application/Control Number: 10/676,694 
Art Unit: 1646 



Page 2 



DETAILED ACTION 
Status of Application, Amendments, and/or Claims 

Applicants' amendment filed on 11/30/2007 has been entered in full. Claims 1-12, 15, 
22-30, and 33-42 are canceled. Claims 13, 16, 17, 19, 20, 31, 32, and 43-50 are 
amended. Claims 13, 14, 16-21, 31, 32, and 43-50 are pending and under 
consideration. 

Withdrawn Objections and/or Rejections 

The objection to the disclosure is withdrawn in view of amended specification. 

The objection to claims 16-20, 29-32, and 43-50 for depending from non-elected claims 
is withdrawn in view of amended claims. 

Claim Rejections Under 35 U.S.C. §112, 1 st Paragraph 

(i) . The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art 
to which it pertains, or with which it is most nearly connected, to make and use the same and shall set 
forth the best mode contemplated by the inventor of carrying out his invention. 

(ii) . Claims 13, 14, 16-21, 31, 32, and 43-50 are rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for a method of using a 
tissue protective cytokine receptor complex comprising an EPO receptor and/or a pc in 
screening assays to identify a compound that exhibit a tissue protective activity, does 
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not reasonably provide enablement for a method of using any other tissue protective 
cytokine receptor complexes in screening assays to identify a compound that exhibit a 
tissue protective activity. The specification does not enable any person skilled in the art 
to which it pertains, or with which it is most nearly connected, to use the invention 
commensurate in scope with these claims. The scope of enablement rejection has been 
changed in response to applicants' argument (see below). 

(iii). Response to Applicants' argument 

Beginning at page 7 of Applicants' response filed on 1 1/30/2007, Applicants cite case 
law and review the test for enablement, with which the examiner takes no issue. 

Beginning at the bottom of page 8 of Applicants' response filed on 11/30/2007, 
Applicants argue that the specification and the prior art describes various tissue 
protective cytokine receptor complex comprising an EPO receptor and/or (3c receptor. 
The Examiner agrees. However, neither the specification nor the prior art teaches a 
method of using a tissue protective cytokine receptor complex other than one 
comprising an EPO receptor and/or a pc in screening assays to identify a compound 
that exhibit a tissue protective activity. Thus, the specification, while being enabling for a 
method of using a tissue protective cytokine receptor complex comprising an EPO 
receptor and/or a pc in screening assays to identify a compound that exhibit a tissue 
protective activity, does not reasonably provide enablement for a method of using any 
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other tissue protective cytokine receptor complexes in screening assays to identify a 
compound that exhibit a tissue protective activity. 

Claim Rejections under 35 USC§ 112, 2 nd paragraph 

(i) . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming 
the subject matter which the applicant regards as his invention. 

(ii) . Claims 13, 14, 16-20, 31, 32, 43-50 are rejected under 35 U.S.C. §112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Claim 13 is indefinite because the step (c) recites "assaying the identified test 
compound for a tissue protective activity", but fails to point out how to assay the 
identified test compound for a tissue protective activity and what tissue protective 
activity is determined. Claims 14, 16-20, 31, 32, and 43-50 are rejected as dependent 
claims from claim 13. 

At page 10, the 3 rd paragraph of Applicants' response, Applicants argue that the 
specification as filed clearly describes the identification of the compounds having tissue 
protective activity by use of assays that measure reporter gene activity in a host cell. 
This is not found to be persuasive because claim 13, as written, recites "assaying the 
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identified test compound for a tissue protective activity", but fails to point out how to 
assay the identified test compound for a tissue protective activity and what tissue 
protective activity is determined. 



Claim Rejections Under 35 U. S. C. § 103 (a) 

(i). The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 



(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a 
person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived 
by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the claims under 35 
U.S.C. 1 03(a), the examiner presumes that the subject matter of the various claims was commonly owned 
at the time any inventions covered therein were made absent any evidence to the contrary. Applicant is 
advised of the obligation under 37 CFR 1.56 to point out the inventor and invention dates of each claim 
that was not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f)or (g) prior art under 35 
U.S.C. 103(a). 



(ii). Claims 13, 14, 17, 19, 20, 48, and 49 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Jubinsky et al. (Blood 90:1867-1873, 1997) in view of Mercury™ 
Pathway Profiling System User Manual (Clontech, March 2, 2001). The rejection is on 
the basis set forth in the office action mailed on 05/31/2007. 



Claims 13, 16-18, 21, and 43-48, and 50 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Jubinsky etal. (Blood 90:1867-1873, 1997) in view of Trueheart et al. 
(U.S. Patent No: 6159705, December 12, 2000). The rejection is on the basis set forth 
in the office action mailed on 05/31/2007. 
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(iii). Response to Applicants' argument 

Beginning at page 11 of Applicants' response filed on 11/30/2007, Applicants cite case 
law and review the legal standard for obviousness, with which the examiner takes no 
issue. 

Beginning at page 14 of Applicants' response, Applicants summarize the claimed 
invention and argue that Jubinsky only examines the role of the EPO-R/pc receptor 
complex in cellular proliferation and never contemplates or suggests a tissue protective 
role for this receptor complex and that nowhere does Jubinsky suggest a tissue 
protective activity mediated by the EPO-R/pc receptor complex. 

Applicants' argument has been fully considered, but is not deemed to be persuasive 
because Jubinsky et al. teach, among others, that at Ba/F3-EPO-R+pc required EPO for 
survival and responded to EPO (see, e.g., bottom of right column of page 1868; Fig. 1) 
and a functional role of pc in the EPO-dependent proliferation of Ba/F3 cells that 
express EPO-R. Therefore, Jubinsky et al. teach a tissue protective role for a functional 
complex comprising EPO receptor (EPO-R) and a common p chain (pc) in murine 
Ba/F3 cells (see specification at paragraphs [0006], [0091], [0037]). 

Beginning at the bottom of page 15 of Applicants' response, Applicants argue that the 
results disclosed in the instant application concerning the unexpected pathway for 
signalling of tissue protective cytokine activity through the EPO-R/pc receptor complex 
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was completely unexpected based on the teachings of Jubinsky and others at the time 
of the presently claimed invention. 

Applicants' argument has been fully considered, but is not deemed to be persuasive for 
the following reasons. First, the instantly claimed invention is drawn to a cell-based 
screening method for identifying a compound that modulates a tissue activity using a 
tissue protective cytokine receptor complex-expressing cell. The claims do not recite 
any particular tissue protective receptor complex or any particular signal transduction 
pathway. 

Second, Jubinsky et al. teach that Ba/F3-EPO-R+|3c required EPO for survival and 
responded to EPO (see, e.g., bottom of right column of page 1868; Fig. 1) and a 
functional role of pc in the EPO-dependent proliferation of Ba/F3 cells that express 
EPO-R. Jubinsky et al. teach a method for identifying the effect of antisense to pc, 
sense, and nonsense on EPO-dependent proliferation and p globin expression in Ba/F3 
cells (page 1869; Fig. 2). Thus, Jubinsky et al. teach a cell system that can be used to 
identify a compound that modulates the activity of EPO-R/pc in BaF3 cells. 

Furthermore, Jubinsky et al. do not teach away from the claimed invention. Jubinsky et 
al. interpret the results on mice performed by others, discuss the possibility that EPO 
interacts with the non-disrupt chain, and explain why both Nishinakamura and Stanley 
saw no change in the test animals' responsiveness to EPO despite the lack of either pc 
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or (3IL-3 receptor gene. Thus, Jubinsky et al. do not teach away from a cell system that 
can be used to identify a compound that modulates the activity of EPO-R/(3c in BaF3 
cells. 

Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy 
as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ruixiang Li whose telephone number is (571) 272-0875. 
The examiner can normally be reached on Monday through Friday from 8:30 am to 5:00 
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pm. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Nickol, can be reached on (571) 272-0835. The fax number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov . Should you 
have questions on access to the Private PAIR system, please contact the Electronic 
Business Center (EBC) at the toll-free phone number 866-217-9197. 

/Ruixiang Li/ 

Primary Examiner, Art Unit 1646 



Ruixiang Li, Ph.D. 
February 17, 2008 



